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□ Responsive to communication(s) filed on 

□ This action is FINAL. prosecution as to the merits is closed 

□ Since this appiication is in condor ^^^^T^^- 21 3. 

in accordance with the pract.ce under Be parte Uuay , ^ ^ ^ 

, A shortened statutory period for response to this act,on ,s ; « ; t0 e ^ ; e o ^-^ he per iod for response will cause the 

■s for from the mai.ing date of this —c *cn g^^, may be obtaine d under the protons of 
' application to become abandoned. (35 U.b.u 

37 CFR 1.136(a). 



Disposition of Claims 

H Claim(s) 4-10 and 22-33__ 



__ is/are pending in the application. 
_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Of the above, claim (s) 

□ Claim(s) 

H Claim (s) ±10and_22^3_ 

□ Claim(s) ___ 

□ Claims . 

^riched Notice of Draftsperson, Patent Drawing Review, PTO-948. 

□ See the attache is/are objected to by the Exam.ner. 

□ The drawing(s) filed on __ ^ Qpproved disapproved. 

□ The proposed drawing correction, filed on 

□ The specification is objected to by the Examiner. 

D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §119 under 35 UiS . c . § 1l9 (a)-(d). 

D srrZTor - -r^^-*^*— 

□ received. 
►Certified copies not received: 



•Certified copies not received. — — - g( } 

□ ^nowiadgemen, is mads - . claim ,o, domestic ,r,on,y U .da, 35 U.8.C 
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The Group and/or Art Unit location of your application in the PTO has changed. To aid 
should be directed to Techno.ogy Center 1600, Group ,640, Art Unit 1645. 

in order to submit declaration evidence. 

Claims 4-10 and 22-33 are under consideration by the examiner. 

Claims 4-7, 22, 24-25, and 30 are rejected under 35 U.S.C. 112, firs, paragraph, as 
con^ngsubjectmanerwhichwasnotdescribedinthespecincationinsuchawayas. 

These claims are directed to mammalian GDF-1 proteins (claim 4), unspecified GDF-1 
sequ encesofmo U seandhumanGDF-,. The specification further indicates that they have less 
T.especificationcontainsno disclosure of theexpected structure for other members of th,s farm, 

for identification of GDF-1 . 
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possession „/.e— .The — is , for Ptoses of, he ^nendesc^o, inW , 

• «w The or shel invented what is claimed." (See Yas^Cath at 
ordinary skill in the art to recognize that [he or she] inven 

page 1116.) 

USPQ2d .601, 1«06(CAFC ^andAmgsUn^to 

msm ^ m£sk lM„ 18 USPQ2d 1016. 

O n ee^o t desc rite w h a t o„e h as„o t eo„ceWed.See Esa ^.30USPQ2d,4S,, 

M83 I nEidsb ^,c.a im sd ire c t ed,o m — FOF's we r e found unpa— due to 
sequence. 

Seea.sotheJu^.^.CAFCd^ 
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was disclosed. 

specification fails to define the structural features that characterize GDF-1 that would permit one 



Cairns 4-10a»d22-33 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
invention. 

CW -m^-3I*-«- OW - ,, ^ ,,, - a,ta,M0 " 

to methods of purifying GDF-1 proteins. 

TnespecificationfaUstoenablehowtouselheODF-l protein without undue 

^uponthesimilarityoftheOOF-laminoacidse.uencetotheTGF-pfami., However, 
^^^^^^^^^^ 
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ifany ^V*****-**-**"*"* 4 protein as disclosed in the 

, „ run 1112 This declaration sets forth that 
submitted the Ebendal declarauon under 37 CFR 1 .132. 

other members of the TGF-Psuperfamily. 

■ , ( ,™ltested is not disclosed in the specification. That is, 
First of all, the particular material tested is noi u 
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specification. ^^-^^^^^^ 

^^^^^^^"^^'^^ 

„ CDF 1 nroteins It is noted that the declaration evidence indicates that 
superfamily members or GDF-1 proteins. 

GDF-1 alone was ineffective to evoke fibre outgrowth. 

ms ^ m£Mi , 1W .Hsnoteathatthereceptorsdiscnssedwerenotknownatthe 

eH ecfivefihngdat, (See Bbenda, et ,, Sm ^^^ — 

« .• fiii™ date that TGF-B3 potentiates the survival achieved 
discovered until well after the effective filing date that 1 Of p P 

wAN T-3andNT-4.(SeeKrieg^ 

MassagueprovidesareviewoftheTGF-P superfamily at approximate, the timeofthe 

The potentiating effectof the Ebendal declaration is no. disclosed. 

For.Uf.hesereasons.meEbendaldec.arationisnotsufficien.toovercomethe 

enablement rejection. 
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^anshouidno.have.oenvisio.infe.o.M^up-^usesorperfon, 

experi — -*-J----— - 

the claimed invention. 

the invention. 

O-.22.a3.-30 arecon^.^-hasa — we ight of4 1 Ko t 3SKas 

^^^^^^^^^ 
^^T^* — ^ — "^'"^ 

notedth a t eac h o ftheto e si sp re pa redin aa iff e rent — Sec*,, > * ^» a 
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pr o t e tah av i „ gt heG D P- 1 se qU e„oeo f P i Su r es 2 ,UA,oHm.Depe„aen t e laim2 3ca Ilb e 

because it does not contain all of me limitations of the independent claim. 

C,ai m s24-30 are indefinite in that the tnethod contains no clear prean.b.e although ,t 

^astowhatnrethodstepsa.envisioned.oachie.p— . !t appears *at some of 
purification steps. 

^^^^^^^^^ 

art to this use. 

.pplicanfsspecificationisan — to experiment to determine ho. to use GDF-1. 
XW sspeci fi ca— 

uv n «TtiQ the sDecification, not the knowledge of one 
1005, which was not deemed to be enabling. It is the specific* 

i *u* nnvpl asnects of an invention in order to constitute 
■ skilled in the art, that must supply the novel aspects 
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a Ctiv i ti esdisclosedfo t o^^ 

un d u ee*pe— o,P r ov i d tag a,au»a. 1 is t o f po t en ti a 1 u S e S , S o m eo f w M cha r e d ia m e tri cal ly 
opposed to each other, is not deemed to be enabling. 

Any^uiryconcernin^^ 

Anthonv Caputa, Ph.D., can be reached on (703) with. 
Sldl either (703) 308-4242 or (703) 305-3014. 
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